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AMENDMENT TO RULES COMMITTEE PRINT 115-
76

OFFERED BY MS. SCHAKOWSKY OF ILLINOIS

Add at the end the following new section:

1 SEc. . ADDITIONAL COVERED RECIPIENTS FOR
2 TRANSPARENCY REPORTS REQUIRED OF
3 MANUFACTURERS OF OPIOIDS.

4 (a) IN GENERAL.—Section 1128G(e)(6) of the Social
5 Security Act (42 U.S.C. 1320a-Th(e)(6)) is amended—
6 (1) in subparagraph (A)—

7 (A) in the matter preceding clause (i), by
8 inserting “and subject to subparagraph (C)”
9 after “‘subparagraph (B)”’; and
10 (B) by adding at the end the following new
11 clauses:
12 “(i11) A professional society of health
13 care providers or pharmacists.
14 “(iv) A patient advocacy organization,
15 consumer advocacy organization, voluntary
16 health agency, or a coalition of such orga-
17 nizations, including a disease-specific advo-
18 cacy organization.
19 “(v) A patient education organization.
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| “(vi) A provider of continuing edu-
2 cation, including a medical education or
3 communications company.
4 “(vi1) A clinical trial organization.
5 “(vinn) An education accreditation or-
6 canization.
7 “(ix) A co-pay assistance organization
8 or other organization providing financial
9 assistance to patients.
10 “(x) A foundation established by an
11 entity deseribed in any of clauses (iii)
12 through (ix).”; and
13 (2) by adding at the end the following new sub-
14 paragraph:
15 “(C) LiamrraTioN.—Clauses (iii) through
16 (x) of subparagraph (A) shall only apply with
17 respect to information required to be submitted
18 under this section by an applicable manufac-
19 turer that manufactures one or more opioids
20 (as defined by the Secretary).”.
21 (b) EFFECTIVE DATE.—The amendments made by

22 this section shall apply with respect to information re-

23 quired to be submitted under section 1128G of the Social
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1 Security Act (42 U.S.C. 1320a—7h) on or after January
2 1,2023.
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 115th CONGRESS  2d Session 
 Amendment to Rules Committee Print 115-76 
  
 Offered by  Ms. Schakowsky of Illinois 
  
 
 
    
  Add at the end the following new section:
 
  ___. Additional covered recipients for transparency reports required of manufacturers of opioids
  (a) In general  Section 1128G(e)(6) of the Social Security Act (42 U.S.C. 1320a–7h(e)(6)) is amended—
  (1) in subparagraph (A)—
  (A) in the matter preceding clause (i), by inserting  and subject to subparagraph (C) after  subparagraph (B); and
  (B) by adding at the end the following new clauses: 
  
  (iii) A professional society of health care providers or pharmacists. 
  (iv) A patient advocacy organization, consumer advocacy organization, voluntary health agency, or a coalition of such organizations, including a disease-specific advocacy organization. 
  (v) A patient education organization. 
  (vi) A provider of continuing education, including a medical education or communications company. 
  (vii) A clinical trial organization. 
  (viii) An education accreditation organization. 
  (ix) A co-pay assistance organization or other organization providing financial assistance to patients. 
  (x) A foundation established by an entity described in any of clauses (iii) through (ix). ; and
  (2) by adding at the end the following new subparagraph:
 
  (C) Limitation Clauses (iii) through (x) of subparagraph (A) shall only apply with respect to information required to be submitted under this section by an applicable manufacturer that manufactures one or more opioids (as defined by the Secretary). . 
  (b) Effective date The amendments made by this section shall apply with respect to information required to be submitted under section 1128G of the Social Security Act (42 U.S.C. 1320a–7h) on or after January 1, 2023. 
 

